
INTEGRA71VE.7HERAPEUTlC~ INC.- EHZYMATIC T&RAPY* 
NF Form&s + PhytoPharmica (6r 

Tyler Encapsulations G Vitaline Formulas PNYTOPHARMICA’ 
“_._ ___“_,_ ^_____ ̂ _,_ _.-- xx____ ._^. ______-___-_,_ I I_.._ - -“..._ - I_._ -..---- .--- -l__--_” --.-_. - 

9755 SW Commerce Circle, Suite B2 
Wilsonviile, QR 97070 

825 Chal$wqer Drive, Green Bay, WI 5431 T-8328 
P: 920.469.1313 4. F: 888.570.6460 (Enzymatic) 

p: .503.582,8386 B F: 503.582. ‘- ” 99 F: 920.469.4418 (Phyto) 

Office of Nutritional Products, Labeling & 
Dietary Supplements, IIFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Dis~laimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and-/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that cuntains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 201(g)(l)(C) of the act and comply with section 403(r)(6) of the. act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory 
in nature. 

The effectiven&s of RerrWemin in the 
management of menopausal symptoms has been 
established from rigorous, wei!-controlled, clinical 
trials as w&II as open clinical monitoflng trials in 
physician’s practices studying over 1200 women ins 
total.* 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

Robert C. Doster 
Title: Senior Vice President of Scientific Affairs 

Date 5 -I Y-0 S 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3608. 

Si erely, 

wp 
l 

(, -L’ 

Michael P. Devereux 
Chief Financial Officer 



INTEGRATIVE THERAPEUTICS INC.” 
NF Farmutes fl PhytoPharmica 

Tyler Encapsulations w Vitakne Formulas ^_.,__ ..~. .~ . . . . .._ __ .“̂  _..-- .._ ,._. _ __l____l.-~_-,__“_I.^.. 
9755 SW Commerce Circle, Suite 82 
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ENZYMATIC THERAPY” 
& 

‘PHYTUPHARMICA” 
- .--. ,_“_-xIII”“___ __.. -_---_--_^_L_I____^-._ ._......_. I).__. 

825 Chattenger Drive, Green Bay, WI 5431 l-8328 
P: 920.469.3 31‘3 w F: 888570.6460 (Enzymatic) 

P: 920.469.9099 * F: 920.469.4418 (Phyto) 

May 19,2005 

Office of Nutritional Products, Labeling 8z 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration : 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Paoked, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act, Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 201(g)(l)(C) of the act and comply with section 403(r)(6) of the act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate future; and may be exploratory 
in nature. 

A total of 304 women were randomly allocated to receive 40mg Black Cohosh I 
of Remifemin or matching placebo daily for 12 weeks, The 
results showed that wamen in the Remifemin group experienced 
a significant decrease in hot flashes.* No sign&&t adverse 
effects were reported.* I 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful a&not misleading. 

By: I 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3608. 

Sincerely, 

Michael P. Devereux 
Chief Financial Officer 



INTE(;R4$TlV@ THERAPEUTICS INC.” 
NF Formulas * PhytoPharmica 

Tyler Encapsulations G Vitaline’Formulas .,,,.., ,- I_.,.-^-.I” . . ^ ,____.” _“-l.-~____~-____.-_. -,. 
9755 SW Commerbe Circle, Suite B;! 

Wiisanville, OR 97070 
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~NZYNATlC ,TNERAPY’ 
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PXYTOPHARMICA” 
.__I-._“.- _..- -“..ll. ..-- .._. ------~“--.^-.- -._.. -^__. ___ 
825 Challenger Drive, Green Bay, WI 5437 l-8328 
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May 20,2005 

Office of Nutritional Products, Labeiing & 
Dietary Supplements, RFS 810 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug-and Cosmetic Act. EnzymaticTherapy, Inc. wishes to take advantage 
of the exemption to section 201(g)(l)(C) of the a& and comply with section 403(r)(6) of the act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory 
in nature. 

Remifemin@ Clinical Studies ofRem@emin conclude that 
statistically signifiicant improvement in all scales 
especially in early menopause.* 

Black Cohosh 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

By: I 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3608. 

Sincerely, 

Michael P. Devereux 
Chief Financial Officer 



CNTIECRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY’ 
NF Formulas * PhytoPharmica Et 
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9755 SW Commerce Circle, Suite I32 825 Chailenqer Drive, Green Bay, WI 5431 l-8328 
Wilsonville, OR 97070 P: 920.4fib.1313 + F: 888.570.6460 (Enzymatic) 
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May 20,2005 

Office of Nutritional Products, Labeling 5% 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Apphed Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 201 (g)(l)(C) of the act and comply with section 403(r)(6) of the act. These claims are 
not necessarily for a product we C&rentiy market or plan to market in the immediate future, and may be exploratory 
in nature. 

I certify that the information contained in this notice is complete and,accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

By: 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

Date s-ii=-0s 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920)406-3608. 

Sincerely, 

Chief Financial Officer 



INTEGRATlVE +HERAPEU+ICS INC.” 
NF Formulas Q* PhytoPharmica 

Tyler Encapsdations o Vitallne Formulas I_ __,- .-_- _ _II .._ .___“.” x-I._- -...--.-.I.----yI---. 
5755 SW Commerce Circle, Suite 82 
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May 20,2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 810 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration : 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

ENZYMATIC THERAPY’ 
ax 

PHYTOFFIARMICA* 
.-..___ l__l__l_-_.~----~,--._-^l___ll 
82.5 Challenger 5rive, Green Bay, WI 54311-8328 
P: 920.4@9.1313 * F: 888.570.6460 (Enzymatic) 

P: 920.469.9099 c F: 920.469.4418 (Phyto) 

This letter is to ;notify you that the following product is Manufactured, Packed,.and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 I1 h& si label that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and,Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 201(g)(l)(C) of the act and comply wit% section 403(r)@> of the act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate fixture, and may be exploratory 
in nature. 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statement& are truthfZi.11 and not misleading. 

By: 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

Date $+.s 3.5 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3608. 

Sincerely, 

adieu 
Chief Financial Officer 



May 20,2005 

INTEGRATIVE’TnQRAPEUTiCS INC.” iNXYMATlC THERAPY” 
NF Formul’zts *~ PhytoPharmica b: 

Tyler Encapsula&ans P Vitaline Farmulas PHY+OPHARMVlltCA* 
_. . _._ . _. ._ ^ .-,. 

9755 SW Commerce Circle, Suite 82 \ 825 Chalienger Drive, Green Bay, Wf 5431 l-8328 
Wilsonviile, OR 97070 P: 920.469.1313 .* F: 888.570.6460 (ibzymatic) 

P: 503.582.8386 *v F: 503.582‘0467 p: 920.469.9099 * F: 920.469.4418 (Phyto) 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label ClaimsiDisclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a,label that contains a statement provided 
by section 403(r)(6) of the Fdderal Food, Drug and Cosmetic Act, Enzymatic Therapy,%. wishes to take advantage 
of the exemption to section 201(g)(l)(C) of the act and comply with section 403(r)(S) of the act, These claims are 
not necessarily for a product we currently. market or plan to market in the immediate f&ure, and may be exploratory 
in nature. 

I certify that the information contained in this notice is complete and.accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statementwre truthful and not misleading. 

By: 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs’ 

If you have any qwM.ms, pleas3 contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 4063608. 

Sincerely, 

Chief Financial Officer 



1NTEGRAXIV& THERAPEUTi<S INC.” 
NE Formulas 

Tyler Encapsuta’tions 
PhytoPharmica 

Vitatine Formutas 

9755 SW Commerce Circte. Suite 62 

ENZYMATIC THCRA~Y Witsaytvitte, OR 97070. 
P: 503.582.8386 F: 503.582.0467 

May 25,2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

EklZYMATlC THERAPY” 
br 

PHYTOPHARMlCA* 

825 Ch+enger Drive, Green Bay, WI 5431 I-8328 
p: 92tx469.1313 F: 888.570.6460 (Enzymatic) 

P: 920.469.9099 F: 920.469.4418 (Phyto) 
* 

” 

This letter is to notify you that the following product is Manufactnred, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, GreenBay, Wisconsin 54311 has a label that containsa statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 201(g)(l)(C) of the act and cornFly with section 403(r)(6) ofthe act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate future, and may be explQratory 
in nature. 

of menopausal symptoms, particularly in women in early stages 
of menopause, with no adverse side-effects.* 

I 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

By: 
beak 

Robert C. Doster 
Title: Senior Vice President of,Scientific Affairs 

Date ci/as/os ’ 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920)406-3608. 

Michael P. Devereux 
Chief Financial Officer 



INTEGRATWE TljERAf’EUTLCS INC.“’ 
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Tvler EkaDsulations ,‘, Vitaline formulas 
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Wilsonvik, -OR 97070 
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ENZYMATlC THERAPY’ isi 
PWYTO~NARIWICA” 

. _ -..-. . ___. __ ,._ - .._.__ --. “.. . 
82.5 Chalfenger Drive, Green Bay, WI 5431 l-8328 
F: 920.469.1313 ej F: 888.570.6460 (Enzymatic) 

p: 926:469.9099 * F: 920.469.4418 (Phyto) 

May 20,2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, BFS 810 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay;‘Wisconsin 543 11 has a,label that contains a statement provided 
by section 403(r)(6) of the Feder$l Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes toe take advantage 
of the exemption to section 201(g)(l)(C) of the act and comply with se&o@ 403(rj(h) of the act, These c1Gn-1~ are 
not necessarily for a product we currently mafket or plan to market in the immediate future, and may be exploratory 
in nature. 

in hot flashes, night sweats; mood swings, irritabili@ 
and related occasional sleeplessness. * 

I certify that the information contained in this notice is complete and accurate and that “Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

tlL4 
By: 

Robert C. Doster ’ 
Title: Senior vice President of Scientific Affairs 

If you have any questions, please contact Robert Doster, Senior Vice President o&?ientific Affairs at 
(920) 406-3608. 

Sincerely, 

Chief Financial Officer 


